
From: Colwell Cook
To: Bill Jacobs
Subject: Fw: Comments on SAP Meeting
Date: 03/28/2012 09:05 AM
Attachments: SAP Response Non-Confidential  to EPA Final 030112.doc

Actually, I see that you already have this...

CC
----- Forwarded by Colwell Cook/DC/USEPA/US on 03/28/2012 08:58 AM -----

From:    Russell Wasem/DC/USEPA/US
To:    Aaron Niman/DC/USEPA/US@EPA, Bill Jacobs/DC/USEPA/US@EPA, Colwell
Cook/DC/USEPA/US@EPA, David Berol/DC/USEPA/US@EPA, Elizabeth Hill/DC/USEPA/US@EPA,
Jack Fowle/DC/USEPA/US@EPA, John Hebert/DC/USEPA/US@EPA, Khin
Oo/DC/USEPA/US@EPA, Kristina Garber/DC/USEPA/US@EPA, Laura
Parsons/DC/USEPA/US@EPA, Mark Corbin/DC/USEPA/US@EPA, Mark
Dyner/DC/USEPA/US@EPA, Meredith Laws/DC/USEPA/US@EPA, Michael
Wagman/DC/USEPA/US@EPA, Neil Anderson/DC/USEPA/US@EPA, Nicholas
Mastrota/DC/USEPA/US@EPA, Sarah Winfield/DC/USEPA/US@EPA, Scott
Garrison/DC/USEPA/US@EPA, Shanna Recore/DC/USEPA/US@EPA, Shannon
Borges/DC/USEPA/US@EPA, Timothy Kiely/DC/USEPA/US@EPA, Dan
Peacock/DC/USEPA/US@EPA, Jennifer Gaines/DC/USEPA/US@EPA, DavidJ
Miller/DC/USEPA/US@EPA, Brian Anderson/DC/USEPA/US@EPA, Elizabeth
Riley/DC/USEPA/US@EPA, Jean Holmes/DC/USEPA/US@EPA, Arnet Jones/DC/USEPA/US@EPA,
Edward Odenkirchen/DC/USEPA/US@EPA, Christine Hartless/DC/USEPA/US@EPA, Jonathan
Becker/DC/USEPA/US@EPA, Jeff Evans/DC/USEPA/US@EPA, Ray Kent/DC/USEPA/US@EPA,
Jennifer Wills/DC/USEPA/US@EPA, Andrew Simons/DC/USEPA/US@EPA
Date:    03/02/2012 08:04 AM
Subject:    Fw: Comments on SAP Meeting

Good Morning All.  Bell Labs has made available some additional data on
rodenticides.  See attachment below.

----- Forwarded by Russell Wasem/DC/USEPA/US on 03/02/2012 08:03 AM -----

From:    "John Lublinkhof" <jlublinkhof@belllabs.com>
To:    Russell Wasem/DC/USEPA/US@EPA
Cc:    Richard Keigwin/DC/USEPA/US@EPA, "Rick Leyerle" <rleyerle@belllabs.com>, "Steve
Levy" <slevy@belllabs.com>, "Todd Butzow" <tbutzow@belllabs.com>
Date:    03/01/2012 03:53 PM
Subject:    Comments on SAP Meeting

Dear Rusty,

You asked about the January 12th letter that was sent to Rick Keigwin.  This
was 
marked "Confidential". We made a few small changes to the document which now
isn't 
marked "Confidential', which now can be used by you in its entirety. The
letter mostly 
reads the same except that the date has been revised to March 1, 2012, the
incident data 
has been updated to include a 12 month period versus the 9 month period
which was used 
originally, and the page regarding "economics' has been revised to include
the most 
recent pricing information (based on IRI FDM- 12 weeks ending 01/22/12).

mailto:CN=Colwell Cook/OU=DC/O=USEPA/C=US
mailto:CN=Bill Jacobs/OU=DC/O=USEPA/C=US@EPA
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March 1, 2012                                                       


Mr. Richard Keigwin, Director


Pesticide Re-Evaluation Division                                          


Office of Pesticide Programs


U.S. Environmental Protection Agency


1200 Pennsylvania Ave., N.W.


Washington, DC  20460


Dear Mr. Keigwin:


Subject: Comments on SAP Meeting Minutes


We reviewed the SAP Panel minutes from the meeting held at the EPA Nov. 29 – Dec.1, 2011 and would like to comment on the answers to selected charge questions. These are presented in the applicable headings below: 


I.  Block Versus Pellet Bait Forms


For charge question 10, the SAP Panel makes the followings comments on the efficacy of blocks versus pellet forms:


“Also, limiting the choice of bait formulation to bait blocks reduces the ability of the user to select a formulation best suited for a particular environment; e.g., locations where familiar pellets would have greater acceptance than a novel bait block.”


Bait blocks are not novel.  Blocks have been used by professional control operators for over 35 years. Block baits in a bait station are used almost exclusively by professionals in structural applications.  All consumer use is structural.  Therefore, consumer products should be in the form of block bait in a bait station.

Also for charge question 10, the SAP comments:


“In some cases, pellets have greater acceptance than a novel bait block.”


· Blocks And Pellets Have Comparable Acceptance By Rodents


Table 1 is a tabulation of the numerous GLP efficacy tests conducted by Bell Laboratories, Inc. and submitted to the EPA to support rodenticide registrations.


Table 1 – Summary of Bell Laboratories, Inc. Efficacy Test Results.


		Active Ingredient

		Bait Form

		Average Daily Bait Consumption *

		Typical Time to Death *



		Bromethalin

		Blocks

		1.45 g -  Mice

		2 – 7 days



		

		

		7.85 g  - Rats

		2 – 4 days



		

		Pellets

		1.16 g  - Mice

		2 – 6 days



		

		

		5.50 g  - Rats

		2 – 4 days



		Bromadiolone

		Blocks

		2.04 g -  Mice

		4 – 9 days



		

		

		15.7 g -  Rats

		4 – 8 days



		

		Pellets

		2.02 g  - Mice

		4 – 9 days



		

		

		12.6 g  - Rats

		4 – 8 days



		Brodifacoum

		Blocks

		2.12 g -  Mice

		4-  8 days



		

		

		10.2 g -  Rats

		4 – 9 days



		

		Pellets

		1.59 g  - Mice 

		4 – 9 days



		

		

		12.3 g  - Rats

		4 – 8 days





(* Data based on a minimum of 4 to 6 tests per bait form, active and rodent species)


These data show that discounting the variation in the palatability of differing active ingredients, there is little difference between the acceptance of blocks or pellets by both major rodent species.


· Pest Management Professionals Overwhelmingly Choose Rodenticide Blocks For Use In Residential Pest Control Applications


Pest control operators have a choice of bait form to use in residential settings. Based upon the quantities reported via the EPA Pesticide Report of Pesticide Producing and Device Producing Establishments, for the years 2008 through 2010, block baits were purchased by professionals by a margin of 9 to 1 over pelleted products. Block bait forms are preferred by the pest control industry. When these customers were asked why they preferred blocks over the pellets, responses included ease of use, weatherability, ability to secure in a bait station and most importantly, block baits tend to stay put. Professionals are often called upon to work in sensitive environments and they overwhelmingly choose block baits because rodents do not relocate them.


· Finally, Perceived Bait Form Preferences Are Often Inflated By The Caching Behavior Of Rodents


Caching of food is a common behavior of both rats and mice. This behavior is recorded in numerous publications. Meehan notes in Rats and Mice: Their Biology and Control (1984):




“The reason for hoarding by rats is not clear but storage of food increases as 

adulthood approaches….” 




“Certainly, not all stored food is eaten, the author has found many food 


caches 
covered in fungus, which were being ignored, even though the rats
 

were still active. Perhaps this food is only eaten in times of need, since 


alternative food has always been available.”



In addition, Stephan Vantassel and others have published on the University of 
Nebraska - Lincoln website that: 




“Mice also cache food as supply permits.”




“Mice will readily gnaw into place packs, and feed on baits. However, pellets 

are also more likely to be cached by mice, thereby raising the risk of 


translocating the bait to an unsafe area.”


Due to relocation of bait, consumers often find that pelleted bait is depleted, yet the rodent problem persists, only to later find stores of pelleted bait in hidden areas, such as dresser drawers or an old pair of shoes. The results of this random dispersal of pellets can inflate the palatability claims for these products.  More importantly, cached bait may later be found by young children and domestic animals in an unexpected and unsupervised setting, allowing for consumption of the pelleted bait form by the child.  


Both blocks and pellets are excellent bait forms for the control of rodent populations.  Each form possesses a unique set of properties that make it ideal for use in specialized applications. However, when used in a sensitive environment, like households where children and pets are present, the rodent’s inability to translocate blocks becomes a critical consideration; a fact recognized by the professional community and should play a major role in any mitigation decision.


II.  Bait Stations and Efficacy


For charge question 10, the SAP Panel makes the following comment on the efficacy of bait used in bait stations:


“In addition, placing baits in bait stations may decrease or delay uptake of bait by rodents, further reducing effectiveness, thereby allowing commensal rodents to continue to be a significant risk to human health (Buckle and Prescott, 2011).” 


First, Bell Laboratories has submitted four studies evaluating the efficacy of block bait in bait stations on mice. These studies can be found under MRID numbers, 41738101, 41526301, 41692501, 45053301. As the Agency has not issued unique guidelines for evaluating the efficacy of pre-loaded bait stations, these tests were based upon EPA Guideline No. 1.218 - Standard Mouse Anticoagulant Placepack Dry Bait Laboratory Test Method. In each test, twenty mice (sexes equal) were place in a closed room containing several bait stations and alternative shelters ensuring that test subjects were not restricted to using the bait stations for protection. Test mice were given free choice between bait stations loaded with bait blocks and open jars of EPA Challenge Diet to simulate food presentation typically found in common structural applications. In all cases, mice readily entered the bait station and consumed sufficient quantities of bait blocks. Test animal mortality of greater than 90% in 4 to 9 days is typical of the interval seen in block and pellets tests documented in Table 1.    


Second, and empirically, usage of bait stations for structural baiting in the professional segment is nearly 100%.  Millions of pounds of bait per year are consumed by mice and rats out of those bait stations.


Pet Incident Data


For charge question 6, the SAP Panel states the following:


“The Panel did not agree with EPA that limiting consumer use to conforming rodenticide products will generally reduce the opportunity for exposure of pets to commensal rodenticide products.” 


The panel’s response to this question suggests that they may not be aware of the existence of non-refillable, disposable bait stations.  If they were, it is logically impossible to conclude that exposure would not be reduced as compared to the pre-mitigation environment where there was 100% exposure through the use of open pellet trays and loose blocks.  In the post-mitigation world, the only scenario to achieve this level of exposure would be for no sales of disposable stations and 100% misuse of refillable bait stations.  This makes no sense and market data confirms that this is not the case.  Through the end of 2011, Bell Laboratories alone sold 6.1 million sealed disposable consumer bait stations as compared to 1.7 million refillable consumer bait stations over the same time period.  


Additionally, the impact of the higher sales of tamper-resistant sealed bait stations is reflected in the post-mitigation 6(a)(2) data briefly summarized as follows: 


· Mitigation compliant products account for 0 domestic animal deaths per 10 million mouse placements in 2011 whereas pre-mitigation products account for 7.1, 2.5, and 2.4 domestic animal deaths per 10 million mouse placements for 2008, 2009 and 2010, respectively.


· For the combined major, moderate, and minor domestic animal incident categories, the mitigation compliant products for these categories account for a total of 35.7 domestic animal incidents per 10 million mouse placements in 2011 compared to 71.2, 72.3 and 70.9 total  domestic animal incidents per 10 million mouse placements for 2008, 2009 and 2010, respectively for the pre-mitigation products. The mitigation compliant products show a clear reduction of domestic animal incidents in each category compared to the pre-mitigation products.


The data presented is a comparison of the 12 month period encompassing Jan.1 through Dec. 31 for the years 2008, 2009, 2010 and 2011 in order to reflect the recent implementation of the mitigation standard.  It is clear that the implementation of the standards outlined in the RMD are indeed having the desired impact of reducing pet exposures.


III.  Economics


For charge question 11, the SAP Panel states the following:


“The Panel concluded that the estimated added costs associated with the use of conforming rodenticide products along with non-chemical control are underestimated in the NOIC”


Please see the single attachment entitled “Comparison of Pre-Mitigation vs. Post-Mitigation Average Placement Costs.  Please note that according to IRI Syndicated Research Data, 90% of the sales of mouse baits sold to consumers and subject to EPA cancellation are either a 1-placement or 4-placement package.   What is significant to note is that post-mitigation Tomcat mouse baits offered in a 1-placement or 4-placement package, each containing a block and sealed in a disposable tamper-resistant station is offered at essentially the same price.   We believe that during the public comments, the panel was deliberately misled on the cost of post-mitigation products. 


Please contact me if you have any questions or need any further information.


Sincerely,


[image: image2.png]

John Lublinkhof, Ph.D.


Director of Regulatory Affairs
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Please contact me if you have any questions.

Best regards,

John Lublinkhof
Bell Laboratories, Inc.

608-241-0202 Ext. 3138


